33600000-6 ®apmauesTuuHa npoaykuis (Jlikapcbki 3acodm ais
HaJaHHA HedpoJioriunoi nonomoru: Japoenoerun aasda (Darbepoetin alfa),
100 mxr/mi mo 0,3 Mo, mmp. - 8339 mr.)

1. OOrpYHTYBAHHA TEXHIYHHX TAa AKICHHUX XAPAKTEPHCTHK NpPeIMeTa
3AKRYHIBJI**:

Jap6enoerun aabpa (Darbepoetin alfa), 100 mxr/mia nmo 0,3 Mo, mmp. -
8339 mr.

3azanvui eumozu:

1. Jlikapcbkuit 3aci0 / Meau4yHW 1MYHOOIOJIOTIYHHME mMpernapaT TOBHUHEH OyTH
3apeecTpoBaHuii B YkpaiHi. Jlng migTBepIKEHHS yYaCHHK HAJae 3aBipeHy KO0
peECTpaIifHOTO MMOCBITYEHHS Ha JIKApChKUH 3aci0 / MeaMUHMA iMyHOO10JI0TIYHUHN mpernapart. Y
pasi, AKIIO0 A0 3aKiHYEHHS CTPOKY il peecTpauiifHOro MOCBIAYEHHS Ha JiKapcbkuii 3acid /
MEIUIHUI IMyHOO10JIOTTYHUH MperapaT 3auIIaeThCs:

- menme 90 ngHiB - o00OoB’sa3koBe HamaHHA kKomii smucta MO3  VYkpainu, abo
YIOBHOBAaKEHOI'O OpraHy, npo (akT NOJaHHA 3asBU PO NEPEPEECTPALLIIO;

- Big 90 AHIB 10 OTHOTO POKY - OOOB’SI3KOBE HAJAHHS TAPAHTIMHOTO JIMCTA 3asBHUKA PO
te, mo 1m0 MO3 Vkpainu, ab0 yINOBHOBaXEHOTO oOpraHy, OyJe TMOJaHO 3asBy PO
nepepeecTpaniio y nopsaky, susHaueHomy MO3 Ykpainu.

2. Jlikapcbkuii 3aci0 / MeauuHMA IMyHOOIOJIOTIYHMN TIpemapar IOBHHEH MaTu
IHCTPYKIIIIO JUISI MEAUYHOTO 3acTocyBaHHS. i MiATBEPHKCHHS yYaCHUKOM HAJIA€THhCS KOIiS
THCTPYKIIT JJIT METUIHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00y / MEIUYHOTO IMyHOO10JIOT14YHOTO
npernapary.

3. TepMiH mpUIATHOCTI JIKAPCHKOTO 3aC00y / MEAMYHOTO IMyHOO10JIOTIYHOTO TIpenapary
Ha MOMEHT IIOCTaBKU IIOBMHEH CTAaHOBUTH He MeHIIe 75% abo He MeHme 12 MicALIB Bifx
BCTAHOBJICHOTO IHCTPYKIIEID TEpMiHY NpumaTtHOCcTi. JIJIs TIATBEpIKEHHS YYacHUK Hajaae
rapaHTiHHUHN JTUCT PO TEPMiH MPUJATHOCTI.

4. CTpoK NMOCTaBKH TOBapy MOBHHEH CTAaHOBUTH He Oinbine 10 MHIB 3 1aTH OTpUMaHHS
NUCHMOBOI 3asBKH, ane He mizHime 29.12.2023. Jlnsg migTBEpKEHHS Y4YaCHUK HaJae
rapaHTiiHUM JIMCT PO CTPOK MOCTAaBKHU TOBApy.

5. Jlikapcbkwii 3aci6 / MeauuHUM iMyHOO10JIOTIYHUI TIpernapaT MOBUHEH OyTH BHECEHUM
JI0 PEECTPY OMTOBO-BIAMYCKHUX IIH Ha JIIKAPChKI 3aco0m abo 70 peecTpy BIIOMOCTEH MO0
TPaHUYHUX ONTOBO-BIAMYCKHUX IIIH Ha JesAKi JIKApChKi 3aco0H, M0 3aKyHOBYIOTHCA 3a
OIO/PKEeTHI KOIUTHU Ta MIUISATaloTh pepepeHTHOMY IIHOYTBOPEHHIO, B paMKax BHUKOHAHHS
IIOCTaHOBU KMY BiJ 02.07.2014
Ne 240 «IIutanHs nekmapyBaHHS 3MIHM ONTOBO-BIAIYCKHHX I[IH Ha JIKAapChKi 3aco0u» Ta
noctanoBu KMV Big 03.04.2019 Ne 426 «IIpo pedepeHTHe LIIHOYTBOPEHHS HA AESAKi JiKapChKi
3aco0u, MO 3aKyMOBYIOTHCS 32 OFOJKETHI KOIITHY. {715 mATBEpIKEHHSI YYaCHUK HaJla€ KOTIIO
BUTATY 3 BiANoBiHOro Hakazy MO3 Ykpainu.

6. Jlikapchkuii 3aci0 / MeqUUHUN IMYHOO10JI0TTYHUN TpernapaTr NOBUHEH OYyTH BHECEHUM
no HamionansHOro nepeniky OCHOBHHX JIIKAPCHKUX 3ac00iB, B paMKaX BUKOHAHHS MOCTaHOBU
KMY Bin 25 6epe3nst 2009 Ne 333 «/lesiki mUTaHHS JEp>KaBHOTO PETYJIOBAHHS LI1H HA JIIKAPCHKI
3aco0u 1 BUPOOM MEIMYHOTO MpU3HAUYeHHs». [l MIATBEPAKEHHS YYaCHUK HAJa€ KOMI0 BUTATY
3 HamionanbHOTo nepesiiky OCHOBHHX JIIKAPChbKUX 3aC001B.

VY pasi BiICYTHOCTI JIIKAPCHKOTO 3ac00y / MEIUYHOr0 iMyHOOIOJIOTIYHOrO Mpenapary B
HanionaneHoMy mepeiiky OCHOBHHX JIIKApChKHUX 3acO01B YYaCHMK HaJa€ KOIII0 BUCHOBKY
YIOBHOBAKEHOT'O OpraHy 3 JIEp>KaBHOI OI[IHKM MEAWYHMX TEXHOJIOTi Ha 3ampOnOHOBAaHUMN
JiKapchKui 3aci0, MpOBEAEHOro BIAMOBIIHO A0 BUMOT [lopsaKy npoBeeHHs AepKaBHOI OLIHKH
MEINYHUX TEXHOJIOTIH, 3aTBepakeHoro noctanoBoro KMV Bix 23 rpynus 2020 Ne 1300 «IIpo
3aTrBepKeHHs [lopsIKy mpoBeeHHs JepKABHOT OIIHKA METUIHUX TEXHOJIOTII.



7. OOOB’S3KOBE HAJAaHHS YYACHUKOM OpWIiHANIy TapaHTIHOrO JUCTa, HaJaHOTo
6e3mocepelHbO BUPOOHHKOM ab0o HOro yHOBHOB@)KEHUM NPEACTaBHUKOM B YKpaiHi (SKIIO
Y4aCHUK HE € BUPOOHHKOM TOBapy), SIKUW MIATBEPIKYE MOXKIUBICTH MOCTAaBKH TOBapy, IO €
OpeMETOM 3aKymiBii, Yy HEOOXiIHIH KIUJIbKOCTI, SKOCTI Ta Yy TEpMiHHM, BH3HAYeHI
JIOKYMEHTAITIEI0.

8. 3anmpornoHOBaHUI TOBAp MOBHHEH OyTH AKICHUM. J[JIsl MiATBEpKEHHs MOCTadalbHUK
Hajgae cepTudikar BIAMOBIAHOCTI, SKWUW BHUIAHWW BIAMOBIIHMM OpraHoM 3 cepTudikaiii,
aKpEeIUTOBAaHUM HAI[IOHAIBHUM OpraHoM YKpaiHd 3 akpeauTaiii, i1 SKAH MiITBEpKYE
BCTAHOBJIEHI BHUMOTH JO TOBapiB, poOIT 1 mociayr Ta (4u) 00’€KTiB, 4epe3 sKi peai3yloTbCs
HOCIYTH, SIKIIO Lie nepeadayeHo 3aKOHOAABCTBOM YKpaiHu. B pasi, skuio ne He nepeabadyeHo
3aKOHOJIaBCTBOM Y KpaiHu, HEOOX1JHO Ha/laTH BIAMOBIIHUMA JTUCT-PO3’ ICHCHHS.

9. YyacHuUK NMOBMHEH HAJaTHU 3allOBHEHY (OpMy TEHIEPHOI MPOMO3ULIi 3a MiANUCOM
KepiBHUKAa a00 YIMOBHOBaXXEHOIO IPEICTaBHUKA MIANPUEMCTBA, OpraHizalli, yYCTaHOBH Ta
3aBipeHy neuyaTkoro (y pas3i HasBHOCTI).

dopma TeHepHOI MPONo3u il

(Ha3Ba MpoLELy Py 3aKyIiBIII)

Ne nory/ | HailimenyBaHHS IpeaMeTa ToprisenpHa Bupo6nuk, kpaina OnuHuis KinpkicTs,
y y p p p p
3/m 3aKyIiBJIi/TOBapy Ha3Ba TOBapy BUMIpY o1l
(mocama ocodwu, 1o nixnucye Gopmy) (IL.LB.)
(mmimmmc) M. IL*

* Bumora MIof0 TeYaTKh HEe CTOCYETHhCS yYYaCHHKIB, SIKi 3IIMCHIOIOTH MisIIBHICTH 0€3 MeYaTKH 3TiTHO 3
YUHHUM 3aKOHOJIaBCTBOM.

** 'V pasi HasBHOCTI B TEXHIYHIfl YacTHHI NMOCWJIAHHS Ha KOHKPETHY TOPTiBENIbHY MapKy 4u ¢ipmy,
JDKEPEIIo MOXO/KEeHHsI a00 BUPOOHHMKA — YUTATH 3 BUPAa30M «a00 €KBIiBaJICHTY.

2. Po3mip 01015KE€THOTO NPU3HAYEHHS 32 KOIUTOPUCOM a00 O4iKyBaHa
BAPTICTH NpeIMETA 3aKYMIBJIi:

16 565 506,89 rpu (IllicTHAAIATH MUIBHOHIB IT'SITCOT IIICTACCAT I'ITh TUCSY
I'TCOT MIICTh TpUBEHB 89 Komiiiok), 3 [IJB.




